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7 The security risk assessment of the entity 
and the individual who owns or controls such 
entity may be waived for Federal, State, or 
local governmental agencies.

8 Any change in ownership or control of an 
entity will require a security risk assess-
ment for the new individual(s) who owns or 
controls the entity.

§ 121.7 Registration; general provi-
sions. 

(a) Unless exempted under §§ 121.4 or 
121.5, an individual or entity shall not 
possess, use, or transfer any agent or 
toxin listed in § 121.3 without a certifi-
cate of registration issued by APHIS or 
CDC. 

(b) A certificate of registration may 
be issued upon: 

(1) Approval of the responsible offi-
cial; the alternate responsible official, 
where applicable; the entity; and, 
where applicable, the individual who 
owns or controls the entity following a 
security risk assessment by the Attor-
ney General; 7 and

(2) Approval of the biosafety, con-
tainment, and security of the entity. 
The entity’s biosafety, containment, 
and security procedures must be com-
mensurate with the risk of the agent or 
toxin, given its intended use. APHIS or 
CDC will review the Biosafety and Se-
curity Plan, and may inspect and 
evaluate the premises and records to 
determine compliance with the regula-
tions and the biosafety, containment, 
and security requirements; and 

(3) A determination by the Adminis-
trator that the individual or entity 
seeking to register has a lawful pur-
pose to possess, use, or transfer such 
agents or toxins. 

(c) For overlap agents, APHIS and 
CDC will review applications for reg-
istration and amendments to a certifi-
cate of registration, and a certificate 
of registration or amendment to a cer-
tificate of registration will only be 
issued if APHIS and CDC concur. 

(d) A certificate of registration will 
be valid for only the specific agents or 
toxins listed in the certificate and spe-
cific activities and locations. A certifi-
cate of registration may cover more 
than one listed agent or toxin, and it 
may be amended to cover additional 
listed agents or toxins. 

(e) A certificate of registration may 
be amended to reflect changed cir-
cumstances (e.g., replacement of the 
responsible official, changes in owner-

ship or control of the entity,8 changes 
in the activities involving the agent or 
toxin). The responsible official must 
immediately notify the agency that 
issued the certificate of registration, 
either APHIS or CDC, of such changes 
in circumstances that occur after sub-
mission of the application for registra-
tion or after receipt of a certificate of 
registration.

(f) If a responsible official wishes to 
discontinue possessing, using, or trans-
ferring a particular agent or toxin, the 
responsible official may inactivate the 
agent or toxin or he/she may transfer 
the agent or toxin to a registered indi-
vidual or entity in accordance with 
§ 121.13. The responsible official must 
notify APHIS or, for overlap agents or 
toxins, APHIS or CDC, 5 business days 
prior to the planned inactivation so 
that we may have the opportunity to 
observe the inactivation of the agents 
or toxins. APHIS or CDC will notify 
the responsible official if we wish to 
observe the inactivation of the agents 
or toxins. 

(g) A certificate of registration will 
be valid for a maximum of 3 years.

§ 121.8 Denial, revocation, or suspen-
sion of registration. 

(a) APHIS may deny an application 
for registration or revoke registration 
if: 

(1) The Attorney General identifies 
the responsible official, entity, or indi-
vidual who owns or controls the entity 
as within any of the categories de-
scribed in 18 U.S.C. 175b; or 

(2) The Attorney General identifies 
the responsible official, entity, or indi-
vidual who owns or controls the entity 
as reasonably suspected by any Federal 
law enforcement or intelligence agency 
of: 

(i) Committing a crime set forth in 18 
U.S.C. 2332b(g)(5); or 

(ii) Knowing involvement with an or-
ganization that engages in domestic or 
international terrorism (as defined in 
18 U.S.C. 2331) or with any other orga-
nization that engages in intentional 
crimes of violence; or 
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9 If registration is denied for this reason, 
we may provide technical assistance and 
guidance.

(iii) Being an agent of a foreign 
power as defined in 50 U.S.C. 1801; or 

(3) The responsible official does not 
have a lawful purpose to possess, use, 
or transfer agents or toxins listed in 
§ 121.3; or 

(4) The responsible official is an indi-
vidual who handles or uses agents or 
toxins listed in § 121.3 and he/she does 
not have the necessary training or 
skills to handle such agents or toxins; 
or 

(5) The entity does not meet the bio-
safety, containment, and security re-
quirements prescribed by the Adminis-
trator; 9 or

(6) There are egregious or repeated 
violations of the biosafety, contain-
ment, or security requirements; or 

(7) The Administrator determines 
that such action is necessary to pro-
tect animal or plant health, and ani-
mal or plant products. 

(b) For overlap agents or toxins, 
APHIS or CDC shall deny an applica-
tion for registration or revoke registra-
tion if the Attorney General identifies 
the responsible official, entity, or indi-
vidual who owns or controls the entity 
as within any of the categories de-
scribed in 18 U.S.C. 175b. APHIS or CDC 
may also deny registration or revoke 
registration for the reasons set forth in 
paragraphs (a)(2) through (a)(7) of this 
section. 

(c) APHIS may summarily revoke or 
suspend registration for any of the rea-
sons set forth in paragraphs (a) and (b) 
of this section. 

(d) APHIS will notify the responsible 
official in writing if an application for 
registration is denied or a certificate of 
registration is revoked or suspended. 
For overlap agents or toxins, APHIS or 
CDC will notify the responsible official 
in writing if an application for reg-
istration is denied or a certificate of 
registration is revoked or suspended. 

(e) Denial of an application for reg-
istration, revocation of registration, 
and suspension of registration may be 
appealed under § 121.17.

§ 121.9 Registration; how to register. 

(a) To apply for a certificate of reg-
istration, the responsible official must 
submit all of the information and docu-
mentation required in the registration 
application package to APHIS, includ-
ing the name, source, and characteriza-
tion data for each agent or toxin to be 
registered. For overlap agents or tox-
ins, the responsible official must sub-
mit all of the information and docu-
mentation required in the registration 
package to either APHIS or CDC. The 
responsible official must submit the 
registration application package to 
APHIS in cases where he/she is seeking 
registration for both animal and over-
lap agents and toxins. 

(b) For animal agents and toxins, the 
registration application package may 
be obtained by calling (301) 734–3277 or 
faxing a request to (301) 734–3652. It is 
also available on the Internet at http:/
/www.aphis.usda.gov/vs/ncie.bta.html. 
The completed registration application 
package must be mailed to National 
Center for Import and Export, VS, 
APHIS, 4700 River Road Unit 40, River-
dale, MD 20737–1231. Assistance in com-
pleting the registration application 
may be requested by calling (301) 734–
3277. 

(c) For overlap agents and toxins, the 
registration application package may 
be obtained by contacting APHIS, as 
set forth in paragraph (b) of this sec-
tion, or by calling CDC at (404) 498–2255; 
faxing a request to (404) 498–2265; or 
writing to Select Agent Program, Cen-
ters for Disease Control and Preven-
tion, 1600 Clifton Road, NE, Mail Stop 
E 79, Atlanta, GA 30333. It is also avail-
able on the Internet at http://
www.cdc.gov/od/ohs/lrsat.htm. The com-
pleted registration application package 
may be mailed to APHIS at the address 
provided in paragraph (b) of this sec-
tion or to CDC’s Select Agent Program 
at the address provided in this para-
graph. Assistance in completing the 
registration application may be re-
quested by calling APHIS or CDC at 
the telephone numbers provided in this 
section.
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